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# # 6174057830 : MAJOR MEDICINE

KEYWORD: rabies, kidney transplant, vaccine
Pawat Phuensan : Immune response to pre-exposure rabies vaccination via
intradermal route compared to intramuscular in kidney transplant recipients.
Advisor: Jakapat Vanichanan, M.D. Co-advisor: Prof. TERAPONG TANTAWICHIEN,
M.D.

Introduction: Pre-exposure (PrEP) rabies vaccination is recommended in solid
organ transplant recipients who travel to endemic areas. Poor immunogenicity after
routine vaccination has been established in this patient population. The World Health
Organization recommends 2-site ID or 1-site IM on days 0, 7 and between 21 to 28 for
PrEP in immunocompromised individuals, but immunogenicity of these regimens has

never been evaluated.

Methods: We conducted a single-center, open-label, computer-based
randomized controlled pilot study during February and March 2020. Patients aged above
18 years who underwent kidney transplants more than 3 months prior were enrolled.
Participants were randomly assigned to receive either a 2-site ID or a 1-site IM PrEP
vaccine on day 0, 7 and 28. Rabies virus neutralizing antibody (RVNA) was measured at

day 42 and results were compared between the 2 groups.

Results: A total of 33 patients were enrolled and vaccinated, including 17 in
the ID group and 16 in the IM group. Overall seroconversion rate was 78.8%. In
comparison, participants receiving the IM vaccination trended to have a higher
seroconversion rate (87.5 vs. 70%) and a geometric mean titer (GMT) (5.24 vs. 2.51
IU/ml). However, the results were not significantly different. Mild adverse effects

occurred similarly in both groups.

Field of Study: Medicine Student's Signature .......cccovverrvenenne
Academic Year: 2019 Advisor's Signature ........cccceeeveevennnn.

Co-advisor's Signature ......cccccveevennee.
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[y

WU TszAugRANAuLINNg1 0.5 1U/ml 7 Ay a1nvisvan 10 au Asdudesas 70 @

A ° ' v a [22]
‘W‘U’J"Illﬂ']ﬁm@Uau@ﬁ@nﬂjqﬂq@if&ﬂ’JHﬂﬂm

'
1% U al

dnsugUledgnaneedisdiaclasuenagiiduiu deyaneriuuseansainlunis

Y [ = [

nszfuniinuiuvesindulesiulsaiivgivindadloged9dnin a1nT1891uves Cramer uaz

Aoz Fafudeyaanauldiiniisunisuanaiwedvas 8 ausunisaniadutosiulsafivgiuli

[
) 14 ¥ 1% ¥ ¥ QJd‘

[ Y-V Y] aal ! 19 a = | v [23]
NANFUNELYDNIYITLVINATN WU 2R IINIINITFAUNUANNUN 1 U IMAUIBYaY 87.5

Tuglve) dayaIns1891Uves Rodriguez-Romo  wazmny Fas1eauauldvgnasle 1 au

o

v Y

losunsandrdumedsdinaiamainngnaivin nsnseauniiauiulanadn 10 uag 16 Tu
9 A v o [24] A o w & a ¢ . i
RIN15ANTATY T et UayaINma 2 $189MUNNIATISVRUY meta-analysis WU N3

L4 U LV 74 U

1 a v ::911 a ! b4 [25] 1 a a ad
ABUAUDIABDNTITINITAUNUANNULTDNBEUIUNNNUIDYRY 89 AUYUILANTNINVDIIENIT

a v S a v o a v A ! LYY A v ' =3 v a
amLmﬂiuﬂjuwmuwuuazmiammmaumiamamauuaﬂumayﬁa pgnalsnaudaguudl
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a v Y

° o v o Y] ! v o & v ] Y] a
ﬂ']LLU%UWI‘WQ@jﬂ%u‘lﬂaﬂﬂuwwﬁu%UqLLUUﬂQUﬂqiaNNaL%QIUE_jUQﬂﬂqﬂaﬂﬂjgmmLLN‘Uﬂ"Iﬁ

q

a ' PN @ Sa = [26]
AumaiesiiedlUdUsemaniiannudesas

o [

Jagtunuimemsufiavesaniuaniat aninvalne U 2561 dwsugUiedan

o

i o a o o a Y} a o o a R v o o & val
[AMISNIRIIIeH llﬂ']LLu%u’]LﬂEJ'Jﬂ‘Uﬂqiaﬂjﬁ%u{j@QﬂUIﬁﬁWUqusUUqwaﬂﬁllmﬁlﬂf@ IﬂﬂLLu%u’]l‘iﬂQ@
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TATuMeIBIUINA RN Ui UIsUN LA TNTIATI TR SEAUYBILOURUBAAB

[

el $afiwguudn (rabies neutralizing antibody titer) Tutuil 14 arendalasuinguiitegdn

[y

A ay ~ ) a (7] o 1Y) a ' v o g & & ]
NQ@J?’]NﬂULWSQW@ﬂ@QﬂUIiﬂﬁiaiu ﬁ']‘ﬁi'Uﬂ']iQ@lﬂ@uallNﬁmﬁ@uu@ﬂﬁﬂ’]i@u’]ﬂiﬂiaﬂ

[World Health Organization (WHO)] kuz1i111 @anaedsidnnanumsednduiindanlalagld
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Fodu 1 150 Satandadeduuu (deltoid) Tutuil 0, 7 uay 21 wie 28 drun1sdaidndy
Fawnts (intradermal regimen: ID) 143Adu 0.1 1.9 S1uau 2 90 Sndhdufinds Ui
dunulutud 0, 7 waw 21 vie 28 ¥ FsmsdaiduRovdsduiieruusndrase it
NaMSUGURTE WHO 1azan1ulaninl an1niatnenaifevesaninigalnguuginli
aniAdu 0.1 wa. 91U 1 ﬁ;miaﬂ%u’ﬂui’uﬁ 0, 7 wdy 21 w39 28 usodabsimumuuzi

¢ o CY

Aananmnnanuiuvesdemglaglilaiivangudeussdndimhunatvayudam
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una 3

35N HUIUIY

3.1 JULUUNUIRY

NSNAGBILUUELLAEINgUAIUAY (randomized controlled trial)

3.2 su1uisidY
3.2.1 wnasilunisdadengUaeidnfunisAne (inclusion criteria)
[ L7 VU 1
o Jufthelasumsdgnaele
o lnfunisugnaredianunsavinnule (functioning renal allograft)

® oguINNIMseWU 18 U

3.2.2 wnasilun1sdndangUagaanainnisinen (exclusion criteria)

o aglugisliiiu 3 Weundinsugnanglavienissnwnnedediueiesi

lgsunsuanaie (rejection)
o filglurig 1 duasinaunissulindu

o iimshnealata Cytomegalovirus YalgNUseiliudnsunisaningu

o nelasuinfulsafivatvinunneunsonsianuseiugiauiusdebisanaie

Y

1 0.5 IU/ml feuinaun1saningy

o inelanilasunmsugnangaumaiuagsiotlasunisandle

} %

o IUarulun1sRANYLUINAIUNS BLINTURINLY

3.2.3 NN3ANNUIUIUINUSZAINTAIDEY

Wesndelinuiinsnaaesnisnevanesesinduiivauviiuuunsududayely

d’ledsu a (%

AUreUgndeeigivunneudaiiidnsinisiinglauiuvesuseynsnguil udannsdlane

9

wuainnuITUsEansaneguszua 90% Tudildsunisugnaneeieliznendinisde

Y

L2 ¥ 1%

ATUNNALNAaINTAURALY o L9 N uAuUNANTN1SaUANDISREAaY 92 — 100 LY
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NSMBUEAUDIN 96% Tun1TvAansil oA WwInIuIAUTEYINSNBNTNAZBULUULARIAINN L

noen31 (non-inferiority) 33l4gns

2
n, = - ((:f;‘)'zd) [pl(lk—pl) +al—-a)
€= 131 — DB
b= n,
n, = kn,

v a1 v

Auualiangunlasuiegunisndusaslutuimdedidadrulunsingiduiu (pl

Y

waz p2) = 0.92 Inefuualid  non-inferior margin () = 0.1, O = 0.05 waz Power (B) =

v 1

0.2 aglafduIunguileg iy 48 edondy uazAuIuNeIgiTINldausaun

Y
v

muiruale (loss-to-follow-up) Saeaz 10 zldduunguieg1wianun 52 s1eRenay

3.2.4 35n15ANWN

1.

duseTedlinsIuN1INAaeINTIeTeuandielailsang1uiaguiansal
Lazdu1RNTANNINMTINIIAAERNLAsINATINSARLEENoeN TAdinTs

nyvaseRugiauiudeliFanvativinludiliiuseiinslasuingu

wUsnguategrsbuuduludnsidiu 1:1 A1e935 computer-generated

Qe

a

schedule in blocks of 4 i 2 nqulaun nqundadtuilviauaznguiida

(%
Y v a o/

| aa Yo o a aa ' ° a v a o
QNWQWL%W%UN’JﬂuQ 1mmju 0.1 UARARINDIN ITUIU 2 0 Q@LGU'WIUN'JVIUQ

)

a g

Ushasuuauluium 0, 7 uag 28

oA vy Yo o o 2 A v v L o o A
nqudaiinag 1y lasuiagu 119y aadindanteduuuuluium 0, 7 uag 28
usamsvdeyanuuuutuiindeya (case record form) daensduniual

wazgannYsELley

Y 1

AL FRANUNTINNTNAGRINE 2 NENenTIVTERUTANTUsBlTaNvg Y

'
v a a

N
Y
1 JuN 42 viaasudniedu eglddendsunn 5 Jada

20

a Y

N3NNI TINNTNAaeIUTTANWMAN SN NTAULH R Rnd o Nwg Ut

1 Y

i gnatuin WWusiu Tusewineiidseglulasinis asandunisligidngu «

Y q

lasunissnwausuInianissnwludagiu Wi immunoglobulin, &7
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Ao audeusdiuasainuiiuvesileasgyiulsafivaiudi wazliidoya
UNMIATIBIUNTYRaD

Bnsfnulagaiudsgui 4

Tuf 0 AIR3E6U Juit 42 w529
afiduiusel¥adiv Tui 7 @nTedu Jué 28 AnTATiu srAuQiAuAUse
vt wasiindndu ¥afivaivtn

naudanguiaml y y

Judl 0 as2as8y fuil 42 a1
piiAuiudalTany Tui 7 Fetedu Fud 28 Baindu szfugfiduiune
vt wasdnindy Tfafugivd

nguEainnay

U1 4 uana3snIsany)

3.3 11359UTMTaYa

1.

—

Audeyavedidisinauide laenisdumiaingszsdeunaznisaouaiuain

A NTINveA lawn

2. Wzdenieinseaundl

Anlasunisugnaieedeng laun o1 wa dnilin dduas

kY

ToLANUFIUVDS

Y
o & o ax - ¥ =
avilinaniey anvguedlsalninesess Wnisnenlafiegld ssezaniay
Wanle lsasudu o enaginiaelasu Ussanvesnisugnaieeiey
GG

Y

SpEgIaMmInINsUgnNae e1nn

Poyanednunsugnanele laun Uszianvesnisugnanele 81gveeuIang
Lo angvesgugnatelnvaeiinnisugnane adnuideaniegiduiy
(immunologic risks) enaQAiRtasufeuviNsUgnae senitenisugnang

dl Y 1 U U dl o ! ¥ L 1
wazilasueglulagdu Tuivinisugnate andzunsndeunaenisugnaie
UseiRnetuisesesuaieazlul (orsan rejection) wazn1ssnwilasu
Toyan1eioaujUAn1s laun Complete blood count, blood urea
nitrogen, creatinine ey estimated glomerular filtration rate

Y @ 1

AufuselFaivgivinneudnindu
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| o

3. {uswsumsiadingudesiubfanivgiuinneiinsaaituimtdmsodindiy

CY A o

mudguls wagviniiosunis@nindudeaunsuniuiimua

[y 1 a v Y

o o A o a a o
UNU aiaiawwqu%m M AUN 42 RAINLTUAITRAAIAYU

LY

4. W@LEANIRTEAUNT

Y

2D

ASILSA

5. nszvidoyauazaiuna

3.4 M3ATzvidaya

Poyanuguiausluguuuuvessesazd s ulayalienmnIn avAaienIelsy-

Y

vV

FrudmsuTey AU

[y

UV NI sEAUQTANAUNINAIMTBWNAY 0.5 1U/ml Tiasieisigseauaiy

9

Wallusauay 95

v LY

Uadeidmaronisnsziugiiduiudniouazlidnia dmszilagld chisquare test

dwsutoyaidanmunin wazld Mann-Whitney U test dwiudayaideaunn lnafmune

Y

'
a

Hed1Agyn9anan P value <0.05

NFATIEveyan1aiRllusunsy SPSS statistics version 22

3.5 YaNATUIATUIILTTIN
ATOUARNVANTIEEIIUNTIdETUAY 3 To laln
1. wanAuArsnluyara (respect for person) Ao Liin1siUnmetoves
Aidnaulasenside sudesneanuduvestieduddy uardidnsiudes
Tinsuseulualeanuaidnusneudnsiunside
2. wanmshiuselew luneliindunsie (beneficence/non-maleficence)
1l
Y
A v oy A a¥y o 1 a o Y o = PN a a oy
AodliTNazligiifuiudefivgiv Feivanaudeanvsinlsaivativls
wazn1snszdugilunievdsdilenianserulaaniignlinedn diuanudes
nnsaaiadulidesiflesanniduindunlduiuiuudnazlifinissieau

v a v a P Yy Y] a Ao o 1%
Na‘U'NLﬂENEULLi\T NaTWQLﬂENV]W‘UVL@I IWLLﬂ 21N1IDALAUUILIUNQNINY 16U

1%
O Y J

[ ¥ o LY aaa a LY =) d' v [y
Wunu Eﬁ'TViiU‘UQﬂiEJ']‘LJQLﬁﬁE]'JEJ’JSUU{]"U@UUUWU'J’IVLNZJWNNLﬂEJ'HJ’eNﬂ‘Uﬂ’]i

9

v a

Andrgulaganizindulininlug druindudesiulsafivgiuiiuulid

Joyausinnmsaalvgivasulaiuumendinisdudaiulinuindnisseay
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U 4

HaN13ATITTRYA

4.1 Uszynsijananen
Mnmsdvdusededanildunisgnaislaiilssmeuiagmainsal faued

NSNS 2503 — 2562 Twautianan 657 18 flemua 657 TeldFumanunLNY

szl wagyiinsAndengUisnunuginisfadonidt inaeinisAntieneanuasyUie

guvanadnsladisiu whednwiudlinsiunmue 42 518 GLd9Iune 42 518 1esun1snee

¥ U 1

= a v a YRR \ y L. . | a a o oa
HeavmaiAuiuselifaivaltivdi (rabies virus neutralizing antibody) fieuisun1s@ainduy

¥ 1 %

1 IS IS a Yy o ! U a v YV = o v A =<
wud TEinTan 7 51e Useauafiquiusislisaiivatvdt 0.5 1U/ml FvihnsAndensen 3

1 b2
A Ao Y o

A Y v 1 Y v 1 gj Y 1 ) 1 1 a Y
PARBHLTTTI 35 3518 WUV 35 519 lasunisuvaduy 2 NN AB NHUNAALYIYUNINUY

18 918 UagnguiRadinaiy 17 918 naeanyinsaninguassi 2 Ggidiswnguas 1 91e

D.

YO0oUMMAINNWITY Fundeiinsiunamun 33 enlasuinduasuwazlasun1snsiaseay

Y o dou o 2 A a o 5
AUANNUNIUN 42 MANINNLIUANIAGUATILLTN



[%
Y

a

A v av Yo ! = ¢
eveiueilasunisugnaelailsmeiuiaguiansed

AILAUNNSANTIY 2543 — 2562 657 918

o A 7 o o A 4
ﬂﬁ]L@'ﬂﬂB;Ijﬂ')ilﬁl'mmmsi/]ﬂ’]?ﬂﬁm@ﬂﬂl’]
o o A 7 a
mmmmmmmﬂ@@mm:gﬂamumu

asinslaidingan

NS

MU TIIINR 42 918

MIVATTALNNAN

usie loFanugiiatin

o o

ARBEN 7 918 1HasaNHITALNNANTY

sinlaFanieqiiatin 20.5 1U/ml

° v e oA A
AMUIUKNTITINNLUIAD 35 718

L Aa o s Yy o oA o
NANVNRAIATULINTRNINI 18 718

0AUF 1 978

| A e a v ¢ oa o
ﬂ@qﬂﬂ’ﬂm')ﬂaﬁumqﬂlquﬂuﬂ 17 3¢l

U 5 uanaduneunIsqungus 10879

o b4 ¥

| A =
ﬂ@‘NWﬂﬂrJﬂsﬂuLﬂnﬂ@qN 17 77¢l

17

0RUE 1 978

v %

| A =
NANIAN ATULINNATN 16 718
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Y

4.2 YoyaNugIuvainguUssyns

nauusznsiidnsiuvianun 33 s1e ulvie 17 s1e Andusesas 51.5 gud 16

[y

au Anduiosay 48.5 dAdisegiu (median) vesongwiiu 49 U lnedefiduseninenie

[ V|

Ind (interquartile range) winfiu 13 U 793 17 918 lo5ulaangu3anandidin (living-

donor kidney transplant) Anlusieay 51.5 wag 16 sresduglasulaanduiaaidedin

1w |

(cadaveric-donor kidney transplant) szeziianannsiuasulaiiadsegumnnu 39 Whou

<9

a0

Inefiinfideseninaelvawiniu 39.5 Weu fidnsiu 15 518 Anlufesas 45.5 IuszTRee
finude cytomegalovirus Avingau 8 518 Anludesas 24.2 Alsauszdrdnlulsauivny
AlRABT09nIIN1INTeasla (estimated glomerular filtration rate) wesfif1samsiann
WU 64.43 Taddnsdeund AnadsresUSutandaidonv1ivdn lymphocyte (absolute
lymphocyte count) winfiu 2085.15 wadsekilasdns fidnsiu 29 au Anldudesas 87.9
e3uenngil 3 vila drudn 4 aufivde lefuennngl 2 vila enagilagidnsanlasumn

Nanlawn insafilelay (prednisolone)  Feear 97 sesaun laun lulailuwan luiiia

(%
&

(mycophenolate mofetil) Sogay 69.7 uasdladya (sirolimus) feway 27.3 Yoyaiiugiu

P

(%
Y v a v A

YaINguUIEIINITAIANIUR1I1N 1 WawSeuiguiunad nquidniitulianiaiinislden

Fadyarosninaundaiinaiuegraitdedasy lagdAl P=0.039 Jayaniudu o lufiniy

wanssiuegelileddny doyaiugiurainguuszyniaandlunisan 1
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fndaion | nquiidedndu | nquiidadn | -

(33 919) Aavda (17 578) | nanu (16 518) | value
91¢ (U), median (IQR) 49 (13) 52 (10.5) 44 (20) 0.381
LNAIEYS 16 (48.5) 7(44.2) 9 (56.25) 0.387
fstiananie, mean (SD) 23.16 (4.72) 23.27 (4.63) 23.03 (4.97) 0.886
sreglIaIvaaUgneng (Wew), median | 39 (39.5) 47 (48.5) 33.5(32.5) 0.858
(IQR)
Uszmmmﬂﬁﬂqﬂmsﬂm 0.387
lnanduinedidedin 16 (48.5) 7(41.2) 9 (56.25)
lnanguineiiddin 17 (51.5) 10 (58.8) 7(43.75)
UseSneinide cytomegalovirus 15 (45.5) 8(47.1) 7 (43.75) 0.849
Useifpeiufisesesueieglud | 9(27.3) 5(29.4) 4 (25) 0.776
Frunudindenuivida lymphocyte | 2085.15 1744.12 2447.50 0.069
cells/pl, mean (SD) (1113.52) (602.06) (1409.49)
SasnInsesvedl (m/min/1.73m2), | 64.43 (15.99) | 64.25 (18.99) | 64.63 (12.68) | 0.948
mean (SD)
wilavesenagliilezy
Prednisolone 32497 17 (100) 15 (93.75) 0.295
Tacrolimus 30 (90.9) 15 (88.2) 15 (93.75) 0.582
Cyclosporin 1(3) 1(5.9) 0 (0) 0.325
Mycophenolate mofetil 23 (69.7) 14 (82.4) 9 (56.25) 0.103
Sirolimus 9 (27.3) 2(11.8) 7(43.75) 0.039
Evarolimus 2(6.1) 1(5.9) 1(6.25) 0.965
Sruaugnagiitlesu 0.316
GRM 4(12.1) 3(17.6) 1(6.25)
GALY 29 (87.9) 14 (82.4) 15 (93.75)

JoayaLganann (categorical data) uanaduauiuaysovay

Y 9

1% a

JoyardaUianal (continuous data) wanuduagisegu (median) wazAfideszwinsmalng

Y

(interquartile range) 3ALARY (mean) kavdiudeuuunInggIu (standard deviation)
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AUAUATNITRN

]
a

4.3 Yoyadndrudniinsneuauamne)iiqun

(%
[y |

ALU159U%3 33 1lasunsnsiaseaugiAuiusaieliTaivatvi (rabies  viral

ee

[y

neutralizing antibody) a4 Jufl 42 nasaNisuANTATU {lUnTu 26 Aullseaugiauiy =0.5

U/ml Anidusesay 78.8 wualu 12 au sedesas 70 Tunguidadduiongs uaz 14 51¢

Y

wio¥ovaz 87.5 lunguidadindu egalsinn aruunnaedlifiveddynisada Ineden
P=0.235

AafuniAuiY (geometric mean titer) vasgiinsmvivaaminiy 3.84 laeildiu

Y

WeuuInIgIu (standard  deviation) 11U 5.56 laenguiidaididurviadiaag

9

(as]

[y 1w [y 1o

fAuiumiiu 2.51 wagnquidadinauianadegiauiuiiiu 5.24 anuuananeillaid

&)

'
[y [ =

geAynaifguiy daanlunsnd 2 uaggun

e
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'
Y v v

m139d] 2 WaRNmIINEINT0IUNITNTEAUDIANNY 8l TuT] 42 Meviainsanindutlesiulse

y

gy vunouduiave

AinTmnvae | nquidadituionds | nduiidadiingin | P-value

(33 519) (17 519) (16 519)
St iifisee 26 (78.8) 12 (70.59) 14 (87.5) 0.235
piidufwdiel ¥aivaliauth
20.5 1U/ml
Aaduniduiu (geometric | 3.84 (5.56) 2.51 (5.35) 5.2 (5.61) 0.166

mean titer), IU/ml, mean

(SD)

ToUaLTInNIN (categorical data) wannduninuduayevas

ToyaiBeU3una (continuous  data) wanalum1iade (mean) wardiudouuuansgiu

(standard deviation; SD)
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IS a v

4.4 Yeyagniinsnavauawneiiduiuiutadedy o

9

Y v 1

A o v ay v 1 1 a I ! A Aa
Lll’e)‘lJ’]leaiqua‘VlbL@iJ’]LL‘UQﬂ@uﬁ’mﬂ’]i@@UﬁuaﬂW’NQNF’]llﬂ‘LlL‘U‘u 2 nay ABNANNUNIT

q

LY [y [y 1 v a Y

navauamgiiAuiu Ao seAuglifuiuselfanvgdudn 20.5 1U/ml uagnguiliiinis

CY R %

yiumalhsafwanatn <0.5 IU/ml warinsiznindiadey

9

Y LY 1%

MEUANBINNANANTUY A S¥AUNNA

Y
Y ISIKY [

ladeiivis 2 nguiianuuandeiuegeiifogsd1Ay nan1siasizinudn ldddadeland

4

o

ANUuANFNiueg i@ Ay sEnIEninsnevausmgiAuiukasyf liinsneuaues

Y

[y [

MeniiAuiy dauandlumsned 3

9
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<0.5 1U/ml

nauiitsziugiiduiu | nquiissfugliduiu | p-

>0.5 (26 519) <0.5 (7 579) value
21y (U), median (IQR) 49.5 (11.75) 47 (23) 0.928
LNAIEYS 13 (50) 3(42.9) 1.0
ftlinanie, mean (SD) 23.6 (5.02) 21.5(3.17) 0.304
srggamagnaney (Wew), median (IQR) | 38 (46.5) 47 (27) 0.928
Uszunnvaenisugnanele 0.225
lnanduinaideTin 11 (42.3) 5(71.4)
lnanguineiiddin 15(57.7) 2 (28.6)
UssSnoinie cytomegalovirus 11 (42.3) 4 (57.1) 0.674
UseiRneiufisedenueieigln 6 (23.1) 3(42.9) 0.358
Srnudadenvivia lymphocyte 2157.69 (1212.45) 1815.71 (616.65) 0.480
cells/upl, mean (SD)
gns1n1snsesedln (Mml/min/1.73m2), 65.12 (15.65) 61.88 (18.24) 0.641
mean (SD)
wilavesenagliilazy
Prednisolone 25 (96.2) 7 (100) 1.0
Tacrolimus 23(92.0) 7 (100) 1.0
Cyclosporin 1(3.85) 0 (0) 1.0
Mycophenolate mofetil 17 (65.4) 6 (85.7) 0.397
Sirolimus 8 (30.8) 1(14.3) 0.642
Evarolimus 2(1.7) 0(0) 1.0
Sruaugnagiitlesu 0.555
GON 4 (15.4) 0 (0)
GRRY 22 (84.6) 7 (100)

v a . I = v
VDUALVIAUNIN (categorical data) kanUUAINUOLALIBYRY

Y 9

1 a

JoyaieU3una (continuous data) wanuduAdsegiu (median) wazArfideszningnaalvg

Y

(interquartile range) 3oAadY (mean) kaga1uledUUNINIgIY (standard deviation)
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4.5 NaT19A89

(%
[N

PNFFINNUITENMLA WU A51891uIMsUINLAsUTIMNEnTATY 1 Auly

[ '
1Y v 1 aa o Y 1

Aoingurmids dalungui@adinaulinunatrafgausnaniadagy gidrsiuly

=b.

nay

amntuRImT 1 aw dnsUsusEauenanianlsdysa (evarolimus) LHeea1nsesuen

q

=b.

&

Tuidenan (suboptimal level) lufifidnsiuaulafinadiafsaneiiunisinaueedds

Y



26

unil 5

A7UNAUIY aAUTIENA uazdalauaLuL

5.1 #3UNAUIY

[y
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AANUIN N

wuuduiindayanieadiin (case record form)

Case record form
Data at enrollment

Demographic data

Age year GenderOmale Ofemale

Weight ke Height centimeters
2

BMI ke/m

Cause of ESRD

Mode of dialysis prior to transplant O hemodialysis O peritoneal dialysis

Duration of renal replacement therapy

Other comorbidities

Immunosuppressive prior to transplant O No O Yes

Transplant related data

Type of transplant [ 11. Cadaveric 12, Living

Age of donor Age of recipient at transplant




Immunological risk

HLA-mismatch HLA-A
PRA %
DSA titer

Pre-transplant intervention

HLA-B

Cross match

36

HLA-DR

O positive O negative

VIG O No O Yes
Plasmapheresis O No O Yes

Anti-CD20 O No O Yes
Peri-transplant intervention

Induction immunosuppression

1. ATG O No O Yes, dose
2. Basiliximab O No O Yes, dose
3. Methylprednisolone O No O Yes, dose
4. Other agent dose

Post-transplant data

Date of transplant

Require renal replacement therapy after transplant O Yes

Infectious complication

1. Bacterial infections O No

Date of infection diagnosed

O Yes, organism

O No

Site

Treatment

Duration
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2. Viral infections O No O Yes, organism Site

Date of infection diagnosed

Treatment Duration

2.1 Post-transplant CMV viremia O No O Yes

Date of infection diagnosed

Treatment Duration
Highest CMV plasma level copies/ml
2.2 Post-transplant BK viremia O No O Yes

Date of infection diagnosed

Treatment Duration
Highest BK plasma level copies/ml
3. Fungal infections O No O Yes, organism Site

Date of infection diagnosed

Treatment Duration

4. Parasitic infections O No O Yes, organism Site

Date of infection diagnosed

Treatment Duration
Rejection
Diagnosis of rejection O No O yes
Type of rejection O ABMR O TCMR O Mixed

Date of diagnosis
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Treatment of rejection

1. IVIG O No O Yes Date
2. Plasmapheresis O No O Yes Date
3. Anti-CD20 O No O Yes Date

4. T-cell depleted agent (ATG)O No O Yes Date

5. Methylprednisolone OO No O Yes Date

6. Other O No O Yes Date

Other post-transplant data

Recurrent of underlying kidney disease O No O Yes
Diabetes O No O Yes, previous DM / NODAT
Glucose within 3 months FBS HbA1C
CBC  WBC ANC ALC

Hb Platelet
Kidney function BUN Creatinine eGFR

Current maintenance immunosuppression (dose in mg/day)

1. Prednisolone meg [ 5. Azathioprine mg
12. Tacrolimus mg [ 6. Sirolimus mg
13, Cyclosporine meg L] 7. Evarolimus mg
_l4. Mycophenolate mg L[] 8. Other

Plasma immunosuppressive level within 6 months




Data on the first vaccination date

Date of vaccination

39

Duration from transplant

Vital Sign BT . °C RR e, / min

PR i / min BP r mmHg
Route of vaccination ]1.1D ]2.1m
Vaccination Lot
Baseline rabies antibody by RFFIT IU/ml
The second visit D7
Date of vaccination
Vital Sign BT .. °C RR i / min

PR i / min ] mmHg

Complication from vaccination

1. Systemic
Fever O Yes O No Measure  °C O Severity grade
Myalgia O Yes O No O Severity grade
Headache 0O Yes O No O Severity grade
Other
2. Local
Pain O Yes O No O Severity grade
Pruritus O Yes O No O Severity grade



Other

New complications from transplantation (since last visit)

1. Infection O No O Yes, organism Site
Date of infection diagnosed
2. Rejection O No O yes
Type of rejection O ABMR O TCMR O Mixed Date
diagnosis
3. Current immunosuppression O Unchanged OChanged

The third visit D28

Date of vaccination

40

of

°C O Severity

Vital Sign BT .. °C R R ceeese / min
PR s / min BR—=—4...... mmHg
Complication from vaccination
1. Systemic
Fever O Yes O No Measure
grade
Myalgia O Yes O No O Severity grade
Headache 0O Yes O No O Severity grade

Other
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2. Local
Pain O Yes O No O Severity grade
Pruritus O Yes O No O Severity grade B
Other

New complications from transplantation (since last visit)

1. Infection O No O Yes, organism Site

Date of infection diagnosed

2. Rejection O No O yes

Type of rejection O ABMR O TCMR O Mixed Date of
diagnosis

3. Current immunosuppression O Unchanged O Changed

Vaccination Lot

The forth visit D 42

New complications from transplantation (since last visit)

1. Infection O No O Yes, organism Site

Date of infection diagnosed

Treatment Duration




2. Rejection O No O yes
Type of rejectiond ABMR O TCMR O Mixed Date of diagnosis
Treatment
3. Current immunosuppression O Unchanged O Changed
Plasma immunosuppressive level since last visit
Other post-transplant data
Recurrent of underlying kidney disease O No O Yes
Diabetes O No O Yes, previous DM / NODAT
Glucose within 3 months FBS HbA1C
CBC WBC ANC ALC

Hb Platelet
Kidney function BUN Creatinine eGFR
Rabies antibody by RFFIT at D 42 U/ml

a2
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